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{#FELPEIC FO AL )Y « TFZILT A NS VA — L
(DRSP 3mg/EE 0.02mg) % HEIFRE L7z & X 0k
WEIRE/ ST X — 21k, DITOEBD ThH -7, MFET F o
Z¥VL 2 v (DRSP) IBEEIZFE 51, 5B 12 i 1y v
T (Co) 1SEL, ZO% MMOWEERL 22, L7
FZF=LxT2 b7 04— (EE) ¥EIE51. 50 M
IZCmad TEE L 7214, WRITHZ L. P 56~48M[H %12
WWEBRAUT & 557209,

Cunax Tmax AUCo-tlast T
(ng/mL) (hr) (ng * hr/mL) (hr)
37.4 1.5 487 26.6
DRSP £12.2 (0.5-4) +88.5 (19.1)
FE 0.0538 1.5 0.229 B
+0.0191 (1-4) +0.142

;;;"ﬂﬁi@ﬁﬁ% ToadE I gefil (FEPH) . T3 M0 (B8R
. n=18

16.1.2 RiE#HS

HELEIC P2 L )Y - TF N T ATV —LEE
(DRSP 3mg/EE 0.02mg) #F21HMEMEHRSG L-L &
DOFPIEHEI ST X —21F, LTOEBD TH 7z, MiEF
DRSSPI IZ G- SHRITEFIRREIZENEL, #521HED
FEREIL3.0ThH > 7z MIEHPEERE D521 H H D E A
#32.3TH 729,

Crax Thmax AUCo-24nr T
(ng/mL) (hr) (ng * hr/mL) (hr)
DRSP 38.9 1.5 271 _
1HH (31.5) (1-2) (21.7)
DRSP 78.9 1.5 803 29.1
21HH (23.1) (1-2) (24.4) (17.7)




Chnax Tmax AUCo-24r Tz
(ng/mL) (hr) (ng * hr/mL) (hr)
EE 0.0325 1.5 0.0965 _
1HH (52.3) (1-2) (79.3)
EE 0.0511 1.25 0.225 _
21HH (53.4) (1-2) (75.9)
MM (FIRED) . Toa® ALl (HPH) . n=24

16.1.3 M ENRZEMHER
FoxFidase [H3h] &v—XiAiEEd, vuxt—
W=z k ) ZhFhi1gE (DRSP 3mgK UEE 0.020mg)
{RRE R PR A LR 18 5 U C e rh DRS PRI M
‘MUAEPEERE #HE L, B oh-3mEg 5 1 —x
(AUC, Cumax) 1ZDTI0 % fEHHX 112 THEGHIRAT % 47
> 7245H, log (0.80) ~log (1.25) DFWHANTH D, Wi
Al Oy 0 [ ZE A R & h 729,

(1) Mm3EhDRSP

P AUCo~ Chnax Tnax T2
TR (ng * hr/mL) | (ng/mL.) (hr) (hr)
- —
@E?;;’fi“ 3mg | 278468 |25.546.3| 1.640.9 |26.247.1
Y — ZHAGE | 3mg | 277468 |26.147.8] 1.7+1.1|26.7+6.6

(mean®S.D., n=64)
70

—— Y- XAAE
w0 kuxFRAEE [HI

ML B2 2 L e (ng/mL)
. e
&

w1 )
(2) Mm¥EhEE
AT

AUCo-+ ax
(pg - hr/mL) | (pg/mL)

4284292 140.2+13.4 16.2+6.5

426+355 |37.6+15.8/ 1.3+0.3 |16.9+9.1
(mean+S.D., n=64)

Tz
(hr)

Fu T A
§t (&3]
Y — XA

0.020mg
0.020mg

—— Y—XEAGE
o KuzFRAR b

k5 ¥ A — L1 (pg/mL)

e F = %

1] (hr)

MAEPERE Y ONZAUC, Con D85 4 — 213, PR OIEIR,

PRI - WS ORRBRG I & > TR SRR H 5.

16.4 54
TEREPARE 2 o I2C-DRSP & #R LIHE 54 D b b ILAEIC
27 b VEROBBRIZEK DA U ZDRSPOEEMTI N M4, 5-¥
t F2-DRSP-3-ilgA, FEAANEERE W E LTl
Eh7=9 AEAF— %), DRSPIX. in vitro TR H
FERCYP3AUZ K D E IS &7z, EEIZFIZCYP3A4
QA X O (2 e AN = I % A XA

R D

16.5 Bttt
ﬁi)%fﬁf]ffx?éét(@ 14C DRSP?&‘a”xDT"%ﬁé SR E A%
H10H B EpRICPRIE X L R & D FEAE

rfﬂz:%%ozwmﬁéhto IR IC PR X = R bk
HENPTH -7 WEAT— &), {dELHIPH-EE4 £
5%, BENEPEZIE 5100 DI iZiEse el Rt gk
M, REMPPRILLZ4 : 6TH - 720 (%/\%“—a)o

. EREREIE

17.1 EERVREMICEET 5 58%

17.1.1 ERNE I /L& ER
H R R EEE R E (CFY930.85%. 20~485%) AR & L.
7T & KR T S R LA A T U 7z H ORI R
OFEE KOS O M H B & f IS & U 72 H R K HEE 2
a7V &R, T ORER, RAGEHIE (R K4 %S
%) OEGEi» 5 OZERIZT T L RPEERE (586, {45
Bii 0 4.040.96, 2k :-1.0£1.53) LKL Foxy
L)YV - ZFZNLITALT VL —EE (DRSP 3mg/EE
0.02mg) #&5-HE (6161, $e5ai:4.0£0.91. £k :
-1.9£1.63) 1B W TAHRIZKEWZ LAURI 012,

¥H i NZE 237
HitREED| &L &L 0
L g | CEE -2 CEFoXRa0 | 1

) (¥ - ) NOXfRE KT
THL EEAA, fhd (2% - RK4)
T s T ’
PERSEOMH | AL &L 0
(903 AT (& 2 \VI3BIE) o AR 1
R R A TH L 7
e g EHT (b 2\ VIEBHE) O AR 9
S PR A 2 L 72
e T (BB VIEBIE) O H R 3
SIS A 3H LI LA U 7=

a) /=N 7 7 —vHRAS 4L Prog Med. 2005; 25: 739-758
BRI (BRPR BN S 2 &) (26157 (93.4%) (<
By on, FaBEEHOREEE GREZ) 12, BO1764)
(27.9%) . FEHE1SM (24.6%). BEEMRAEEH136] (21.3%).
MR35 (21.3%) . HASREIE] (14.8%). ANIEFEHyIL
8Bl (13.1%). FHEHF7HI (11.5%) HTh -7,

17.1.2 BN I/ TERAHR5HE
H R R e R E (P29 .35%. 20~445%) 2R &L,
Fez¥L /sy - 2F=LTZ 74— (DRSP
3mg/EE 0.02mg) D243 (6/51) 512k 5 Akt
RV M L 253 2 Ak K OB 23R (13E]) $Es 351
DEEVEFHNT 2 2 & & HINE U2 RIAE 5 % 32
L7z, ZOfER, AR MO RBHEE (12.6%. 95%
S ¢ 8.57~17.53%) XEFAHMANTH H ., KA
BAs B 2 RAEMNFER I NI, F7-. HRINERE S
A NSRS R 5 Z L AUR S0 W

BRI (B DR B A0 % 4 & d0) (2349031461
(90.0%) 1Za&¥ bz, ERIEHOREGIE (EHH)

1. GEAE15301 (43.8%). L1056 (30.1%). AL TE
H96H (27.5%) . EERIRRERE 706 (20.1%) . HRmM
685 (19.5%) . MERFH 67 (19.2%) . T HEEBF 394
(11.2%) %ThH o729,

18. ZEpEIE
18.1 fEA#RF
Fazx¥r /v - TFZ)LT R b T VF — LEEOPIIIIH
TEH RO E NI ERHIC K > T, Tezxsa s sy
U VS OMPREE 2 PRI 5 2 &2 &k D eI ET) %
PIRIL . FRIREEE OV 4 & ORER 2 RT3 & E 42 5
hsv,

19. BRSICREY 2L EIFER

19.1 kOxXEL/ >

— R ZFR : R 2L 2~ (Drospirenone)

L2244 3-Ox0-63,78:15/3,163-dimethano—17a—pregn—-4-

ene-21,17-carbolactone

3 1A CauHx03

7 ¢ 366.49

PR AE~EOEDOMATEOBARTH 5,
T VRIBN,N-VAFILFILLT I FIZ
RFL, A X = ITRREIFIZL N,

20U



il : 198~203C

19.2 IFZIVIRAMIFIA =V RX—=4F U X

ARG TF LT ATV =L R=ATF TR

(Ethinylestradiol Betadex)
{t2:4 : 19-Nor-17a—pregna-1,3,5(10) ~triene-20-yne—
3,17-diol-di-B-cyclodextrin

7313+ C20H2402 + 2Ca2H70035

sy Y&t 2,566.37

PR : AEBOBARXIITH 5,
VAFINZNKFY FIZETFR T KITHETFIZS
e AZ =LKV TE ) =)LIZIFEAEBT RN,

2 B R
fLreiE A
o on
[
o, XY ol on
OH MSET N
§f - =cn Son o,
Ho--( H 0 o M )=on
GO
0 ; T wo— " o
H o o JES
Ho HD-Q,../ o on ; é ,,,,,
Hd" H" - o “H OH
o™
"
22. B

84%E (288 (77 ¥ ARfedge&dr) (PTP)X3]
8408 [28%¢ (77 v Rgedge &) (PTP)X30]

23. EEX#

1) Hmne (HEs) (v — XECA$E:20104E7 H 23 H &R,
EHEE ORI %2.7.2.2.2.1)

2)  HEMENEE (Vv — XA $E:20109E7 H23 H KRR, HIGHER
BE%2.5.3.1)

3)  FHEWETE (v — XWAHE201047 H 23 H 7KRR)

4)  HRypghRe (K185 (v — XECA$E:20104E7 F 23 H KGR,

G E2.7.2.2.2.3)

5)  *LPVERRA R R S R R

6) FEpEhRe (G- PRift) (v — XEA$E:20104R-7 H 23 H
Kt HREERNE2.7.2.2.2.4)

7)) Hpghre ((REhH (Y — XA $E:20104-7 H 23 H KGR,
SR SE2.7.2.3.1.3)

8) Speck U.et al.:Contraception.1976;14:151-163

9)  JIERAEEERE A R L U2ENEE T/ AR (v —
ZHEA$E:20104R-7 H23 HRRE, FIGHERHIEE2.7.6.29)

10) AFREFFZRIRE M K OV 2 O FHEME O R EAR S (Y —
ZHEEE2010-7 H23 HARGE, HHETERHN 2.7 .4.7)

11) AREENEZ 27 (v — XEEEE:20104E7 H 23 H &GE.,
HHEE ORI Si2.7.3.3)

12) EFEOFER (v — XEIAFE:20104E7 A 23 HKGR. HIGHE
FH%SE2.5.4.2)

13) A DGR Z A VERER D L2 & B & (¥ — XA 88
20104R7 H23 H KGR, HGEERHSE2.7 .4.1)

14) FURRHEEE G % 65 & U2 ENE 1/ R 55
(¥ — Z{LA$E:20104-7 H23 H&KGE, W ERHI%EE2.7.6.30)

15) Chan,WY .et al.:Am.J.Med.1981;70 (3):535-541

24. XBFERERVEVEDESE
b4 REERARE <O HRE
T108-8532 HURHRHEICEH T H5% 1%
TEL 0120-848-339

26. HERTRESF

26.1 SH&EERETT
HIDHEEWRAZA
RREAEXZH_THE1S

26.2 BRRET _
HHERIERIEA

RIRMAHAREKEERIUTEI&15



